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1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 175-180, 185-188 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Adair (US 5336231 ) in view of Norris et al, "Use of Synthetic Material 
in Sling Surgery: A Minimally Invasive Approach". 

3. Adair teaches a system (as seen in Figures 28-37) capable of treating urinary 
incontinence comprising: 

a. a shaft (92) having a curved portion (93) and an interlocking mating 
structure (96) on a distal end of the shaft (92); and 

b. a sling assembly (90) having an end for receiving the distal end of the 
shaft (92), and a complementary interlocking mating structure (84); 

c. wherein the interlocking mating structure (96) of the shaft (92) is inserted 
into the complementary interlocking mating structure (84) of the sling assembly 
(90); 

d. wherein the mating structures (96, 84) are releasably lockable such that 
the shaft (92) is releasable lockable to the sling assembly (90); 

e. wherein the sling assembly (90) is indirectly connected to the shaft (92) 
and the complementary mating structure (84) is indirectly connected to the sling 
assembly (90); and 
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wherein the sling assembly (90) comprises a sling (82). Adair teaches the claimed 
system except for the sling specifically being a flat shape. Norris et al teaches a sling 
for use in treating incontinence and teaches that it is well known to use a sling that has 
a flat shape (see Figure 2 and column 2 under "Technique"). A modification of Adair 
such that the suture used as a sling is substituted with a flat shaped sling as taught by 
Norris et al would have been obvious to one skilled in the art since the flat shaped sling 
would provide a little more surface area and allow for added support to treat 
incontinence. Therefore such a modification would have been obvious since this would 
be the mere substitution of one known type of sling to treat incontinence for another and 
would allow for added support and a more evenly distributed force on the body. 

4. Claims 193-198 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Yoon (US 4935027) in view of Norris et al. 

5. Yoon teaches a system (as seen in Figures 1 , 1 E and 2A-1 0) capable of treating 
urinary incontinence comprising: 

a. a handle (20); 

b. a shaft (24a, b) attached to the handle (20) and having a channel (32) located 
at an end and a curved portion (as seen in Figure 1); and 

c. a sling assembly (30, 30 o , 30i) having an end for associating with the channel 
(32) of the shaft (24a,b), 
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d. wherein the channel (32) is releasable lockable for locking the end of the sling 
assembly (30, 30 o , 30i) in the channel (32) (as described in lines 21-23, 57-58 of 
column 6, lines 1 -1 9, 34-39, 60-68 of column 7 and lines 1 -4 of column 8); 

e. wherein the system further comprises a spring loaded locking mechanism 
(44, 150) for locking the end of the sling assembly (30, 30 o , 30) in the channel 
(32); 

f. wherein the sling assembly (30, 30 o , 30i) comprises an elongated extension 
located at the end of the sling assembly (30, 30 o , 30j); 

g. wherein the sling assembly (30, 30 O) 30i) comprises a sling (as described in 
lines 9-11 of column 2); 

wherein in an alternate embodiment, the sling assembly (30, 30 o , 30i) further comprises 
an aperture (as seen through 210) located at the end of the sling assembly (30, 30 o , 30) 
for advancing the sling assembly through the shaft (24b) (as seen in Figure 1 E). 
Yoon teaches the claimed system except for the use of a flat shaped sling. A 
modification of Yoon in view of Norris et al would have been obvious for the same 
reasons as discussed above with respect to Adair in view of Norris et al. 

7. Claims 182-184, 190-192 and 204-205 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Adair (US 5336231) in view of Norris et al as applied to claims 
175 and 185 above, and further in view of Wilkinson et al. (US 3580256). 

8. Adair teaches a system capable of treating urinary incontinence comprising a 
shaft with a curbed portion and a sling assembly, wherein both the shaft and the sling 
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assembly have interlocking mating structures, as described above. However, the use of 
a pouch over any portion of the sling assembly is not taught. 

9. Wilkinson et al. teaches the use of a pouch or sheath with a sling material (as 
seen in Figures 1 and 7) to protect the body from the sling, wherein the pouch or sheath 
is flexible and can lay in a substantially flattened configuration (as described in lines 55- 
65 of column 1). 

1 0. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to provide a pouch similar to that taught by Wilkinson et al. over a portion of a 
sling assembly similar to that taught by Adair because pouches or sleeves were 
commonly used in the art at the time of the invention to protect the body from implanted 
materials and objects. 

1 1 . Claims 163-168, 170-171, 173-174 and 203 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Yoon (US 4935027) in view Norris et al and further in view 
of Wilkinson et al. (US 3580256). 

12. Yoon teaches a system (as seen in Figures 1 , 1 E and 2A-1 0) capable of treating 
urinary incontinence comprising: 

a. a handle (20); 

b. a shaft (24a, b) attached to the handle (20) and having a channel (32) located 
at an end and a curved portion (as seen in Figure 1); and 

c. a sling assembly (30, 30 o , 30;) having an end for associating with the channel 
(32) of the shaft (24a,b), 
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d. wherein the channel (32) is releasable lockable for locking the end of the sling 
assembly (30, 30 o , 30i) in the channel (32) (as described in lines 21-23, 57-58 of 
column 6, lines 1 -1 9, 34-39, 60-68 of column 7 and lines 1 -4 of column 8); 

e. wherein the system further comprises a spring loaded locking mechanism 
(44, 150) for locking the end of the sling assembly (30, 30 o , 30) in the channel 
(32); 

f. wherein the sling assembly (30, 30 o , 30i) comprises an elongated extension 
located at the end of the sling assembly (30, 30 o , 30j); 

g. wherein the sling assembly (30, 30 O) 30i) comprises a sling (as described in 
lines 9-11 of column 2); 

h. wherein in an alternate embodiment, the sling assembly (30, 30 o , 30i) further 
comprises an aperture (as seen through 210) located at the end of the sling 
assembly (30, 30 o , 30i) for advancing the sling assembly through the shaft (24b) 
(as seen in Figure 1E). 

14. While Yoon teaches that the sling assembly material comprises materials 
commonly used in the art, the use of a pouch over any portion of the sling assembly is 
not taught. 

15. Wilkinson et al. teaches the use of a pouch or sheath with a sling material (as 
seen in Figures 1 and 7) to protect the body from the sling, wherein the pouch or sheath 
is flexible and can lay in a substantially flattened configuration (as described in lines 55- 
65 of column 1). 
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16. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to provide a pouch similar to that taught by Wilkinson et al. over a portion of a 
sling assembly similar to that taught by Yoon because pouches or sleeves were 
commonly used in the art at the time of the invention to protect the body from implanted 
materials and objects. 

1 3. Claims 200-202 and 206 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Yoon (US 4935027) in view of Norris et al as applied to claim 1 93 
above in view of Wilkinson et al. (US 3580256). 

14. Yoon teaches a system capable of treating urinary incontinence comprising: a 
handle, a shaft having a channel and a curved portion, and a sling assembly, as 
described above. While Yoon teaches that the sling assembly material comprises 
materials commonly used in the art, the use of a pouch over any portion of the sling 
assembly is not taught. 

17. Wilkinson et al. teaches the use of a pouch or sheath with a sling material (as 
seen in Figures 1 and 7) to protect the body from the sling, wherein the pouch or sheath 
is flexible and can lay in a substantially flattened configuration (as described in lines 55- 
65 of column 1). 

18. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to provide a pouch similar to that taught by Wilkinson et al. over a portion of a 
sling assembly similar to that taught by Yoon because pouches or sleeves were 
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commonly used in the art at the time of the invention to protect the body from implanted 
materials and objects. 

6. Applicant's arguments with respect to claims 1 63, 1 75, 1 85 and 1 93 have been 
considered but are moot in view of the new ground(s) of rejection. 

7. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John P. Lacyk whose telephone number is 571-272- 
4728. The examiner can normally be reached on Mon-Fri, 8:30-5:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Chuck Marmor, II can be reached on 571-272-4730. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Primary Examiner, Art Unit 3735 
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